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ogy. On the other side, that could also happen if there is too little
regulation, or if it is unwise or sloppy or not open. [That] could just as
certainly doom our efforts to take advantage of our current lead."

"This may be the last chance to do it right the first time,"
Ruckelshaus continues. "There is the potential for a cooperative effort
on the part of the government, industry, academia, and public interest
groups to move all of this forward in a way that is consistent with the
protection of the environment and the commercialization of these
products."

The Strengths and Weaknesses of the NIH Guidelines

One of the most remarkable features of the NIH guidelines is the
pervasive influence they have had even though they are merely
guidelines. Technically, they apply only to institutions that receive
federal funds, and the penalty for violating the guidelines cannot
extend beyond withdrawal of those funds. However, other governmen-
tal agencies in addition to NIH have also required that the guidelines
be followed, and several states and localities have established the
guidelines by law. In addition, private companies that work with
recombinant DNA have adopted the guidelines and have submitted
research proposals to the RAG. Even many foreign countries conduct-
ing recombinant DNA research have adopted slightly modified ver-
sions of the guidelines.

The RAC's distinguished members, its sophisticated deliberations,
and the widespread influence of its guidelines have made it a respected
central clearinghouse for discussion of the scientific and social issues
surrounding biotechnology. The quasi-regulatory nature of the guide-
lines has also given them flexibility, allowing them to be revised in
light of constantly accumulating scientific information. When gaps in
expertise have been identified in the RAC, it has accepted additional
members or enlisted outside consultants. Representatives of industry
and government alike have praised its past performance and have
urged that it continue in its role. "It is a testament to the NIH and to                         |

the scientific community for maintaining and nurturing this system                         \

over the past 10 years, and to a lot of very gifted people working on the                         ['

RAC to develop and revise the guidelines," says Joseph G. Perpich of                         1

Meloy Laboratories, Inc. "We are here today talking about promise and                         \

products because of them."                                                                                       f

At the same time, several limitations of the NIH guidelines and the                          ;

RAC as they are presently organized have become apparent. First, the
NIH guidelines do not have the force of law, and compliance with them                          \